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BRIEF SUMMARY 

Therapy BAYER® ENTERIC Aspirin 

Delayed-Release Enteric Aspirin (Acetylsalicylic Acid) Caplets to Help Reduce the Risk of 
Second MI or MI in Unstable Angina 

DOSAGE AND ADMINISTRATION: 

Although most of the studies used dosages exceeding 300 mg, two trials used only 300 mg 
daily, and pharmacologic data indicate that this dose inhibits platelet function fully. 
Therefore, 300 mg or a conventional 325 mg aspirin dose daily is a reasonable routine dose 
that would minimize gastrointestinal adverse reactions. This use of aspirin applies to both 
solid oral dosage forms (buffered and plain aspirin) and buffered aspirin in solution. 
CARDIOVASCULAR AND BIOCHEMICAL: 

In the AMIS trial, the dosage of 1,000 mg per day of aspirin was associated with small 
increases in systolic blood pressure (BP) (average 1.5 to 2.1 mm) and diastolic BP (0.5 to 
0.6 mm), depending upon whether maximal or last available readings were used. Blood 
urea nitrogen and uric acid levels were also increased but by less than 1.0 mg percent. 
Subjects with marked hypertension or renal insufficiency had been excluded from the trial 
so that the clinical importance of these observations for such subjects or for any subjects 
treated over more prolonged periods is not known. It is recommended that patients placed 
on long-term aspirin treatment, even at doses of 300 mg per day, be seen at regular intervals 
to assess changes in these measurements. 


BIOAVAILABILITY: 

A single-dose bioavailability study' has demonstrated that plasma acetylsalicylic acid and 
salicylic acid concentrations resulting from Therapy BAYER® ENTERIC are equivalent to 
those from plain aspirin, i.e., non-enteric-coated aspirin. As expected, the enteric coating on 
Therapy BAYER° ENTERIC results in delayed absorption (peak achieved at approximately 
five hours postdosing) relative to plain aspirin. Dissolution of the enteric coating occurs at 
neutral-to-basic pH and is therefore dependent on gastric emptying into the duodenum. 
With continued dosing, appropriate therapeutic plasma levels are maintained. 

SAFETY: 

The safety of enteric-coated aspirin has been demonstrated in a number of endoscopic 
studies comparing enteric-coated aspirin and plain aspirin, as well as plain buffered and 
“arthritis strength” preparations. In these studies, endoscopies were performed in healthy 
volunteers before and after either two-day or 14-day administration of aspirin doses of 
3,900 or 4,000 mg per day. Compared to all the other preparations, the enteric-coated 
aspirin produced significantly less damage to the gastric mucosa. There was also statistically 
less duodenal damage when compared with the plain, i.e., non-enteric-coated, aspirin. 


ADVERSE REACTIONS: 

Gastrointestinal reactions: Doses of 1,000 mg per day of aspirin caused gastrointestinal 
symptoms and bleeding that, in some cases, were clinically significant. In the largest 
postinfarction study (the Aspirin Myocardial Infarction Study {AMIS} with 4,500 people), 
the percentage of incidences of gastrointestinal symptoms for the aspirin (1,000 mg of a 
standard, solid-tablet formulation) and placebo-treated subjects, respectively, were stomach 
pain (14.5%, 4.4%), heartburn (11.9%, 4.8%), nausea and/or vomiting (7.6%, 2.1%), and 
hospitalization for GI disorder (4.9%, 3.5%). In the AMIS and other trials, aspirin-treated 
patients had increased rates of gross gastrointestinal bleeding. Symptoms and signs of 
gastrointestinal irritation were not significantly increased in subjects treated for unstable 
angina with buffered aspirin in solution. 

PROFESSIONAL WARNING: 

Occasional reports have documented individuals with impaired gastric emptying in whom 
there may be retention of one or more enteric-coated aspirin caplets over time. This 
phenomenon may occur as a result of outlet obstruction from ulcer disease alone or 
combined with hypotonic gastric peristalsis. Because of the integrity of the enteric coating in 
an acidic environment, these caplets may accumulate and form a bezoar in the stomach. 
Individuals with this condition may present with complaints of early satiety or of vague 
upper abdominal distress. Diagnosis may be made by endoscopy or by abdominal films, 
which show opacities suggestive of a mass of small caplets.’ Management may vary 
according to the condition of the patient. Options include gastrotomy and alternating 
slightly basic and neutral lavage.‘ While there have been no clinical reports, it has been 
suggested that such individuals may also be treated with parenteral cimetidine (to reduce 
acid secretion) and then given sips of slightly basic liquids to effect gradual dissolution of 
the enteric coating. Progress may be followed with plasma salicylate levels or via 
recognition of tinnitus by the patient. 

It should be kept in mind that individuals with a history of partial or complete gastrectomy may 
produce reduced amounts of acid and therefore have less acidic gastric pH. Under these circumstances, 
the benefits offered by the acid-resistant enteric coating may not exist. 

REFERENCES: 

1. Data on file, Sterling Health. 2. Aspirin Myocardial Infarction Study Research Group: A 
randomized, controlled trial of aspirin in persons recovered from myocardial infarction. 
JAMA 1980;245:661-669. 3. Bogacz K, Caldron P: Enteric-coated aspirin bezoar: Elevation 
of serum salicylate level by barium study. Am J Med 1987;83:783-786. 4. Baum J: Enteric- 
coated aspirin and the problem of gastric retention. J Rheumatol 1984;11:250-251. 
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